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General Notices 9 



Where drying in vacuum over a desiccant is directed in the 
individual monograph, a vacuum desiccator or a vacuum drying 
pistol, or other suitable vacuum drying apparatus, is to be used. 

Water — Where water is called for in tests and assays, Purified 
Water is to be used unless otherwise specified. For special kinds of 
water such as "carbon dioxide-free water," see the introduction to 
the section Reagents, Indicators, and Solutions. For High-Purity 
Water see Containers (661). 

Water and Loss on Drying — "Where the water of hydration or 
adsorbed water of a Pharmacopeial article is determined by the 
titrimetric method, the test is generally given under the heading 
Water. Monograph limits expressed as a percentage are figured on a 
weight/weight basis unless otherwise specified. Where the determi- 
nation is made by drying under specified conditions, the test is 
generally given under the heading Loss on drying. However, Loss on 
drying is most often given as the heading where the loss in weight is 
known to represent residual volatile constituents, including organic 
solvents as well as water. 

Test Results, Statistics, and Standards — Interpretation of results 
from official tests and assays requires an understanding of the nature 
and style of compendial standards, in addition to an understanding of 
the scientific and mathematical aspects of laboratory analysis and 
quality assurance for analytical laboratories. 

Confusion of compendial standards with release tests and with 
statistical sampling plans occasionally occurs. Compendial standards 
define what is an acceptable article and give test procedures that 
demonstrate that the article is in compliance. These standards apply 
at any time in the life of the article from production to consumption. 
The manufacturer's release specifications, and compliance with good 
manufacturing practices generally, are developed and followed to 
ensure that the article will indeed comply with compendial standards 
until its expiration date, when stored as directed. Thus, when tested 
from the viewpoint of commercial or regulatory compliance, any 
specimen tested as directed in the monograph for that article shall 
comply. 

Tests and assays in this Pharmacopeia prescribe operation on a 
single specimen, that is, the singlet determination, which is the 
minimum sample on which the attributes of a compendial article 
should be measured. Some tests, such as those for Dissolution and 
Uniformity of dosage units, require multiple dosage units in 
conjunction with a decision scheme. These tests, albeit using a 
number of dosage units, are in fact the singlet determinations of 
those particular attributes of the specimen. These procedures should 
not be confused with statistical sampling plans. Repeats, replicates, 
statistical rejection of outliers, or extrapolations of results to larger 
populations are neither specified nor proscribed by the compendia; 
such decisions are dependent on the objectives of the testing. 
Commercial or regulatory compliance testing, or manufacturer's 
release testing, may or may not require examination of additional 
specimens, in accordance with predeterrnined guidelines or sampling 
strategies. Treatments of data handling are available from organiza- 
tions such as ISO, IUPAC, and AOAC. 

Where the Content Uniformity determinations have been made 
using the same procedure specified in the Assay, the average of all of 
the individual Content Uniformity determinations may be used as the 
Assay value. 

Description — Information on the "description" pertaining to an 
article, which is relatively general in nature, is provided in the 
reference table Description and Relative Solubility of USP and NF 
Articles in this Pharmacopeia for those who use, prepare, and 
dispense drugs and/or related articles, solely to indicate properties of 
an article complying with monograph standards. The properties are 
not in themselves standards or tests for purity even though they may 
indirectly assist in the preliminary evaluation of an article. 

Solubility — The statements concerning solubilities given in the 
reference table Description and Relative Solubility of USP and NF 
Articles for Pharmacopeial articles are not standards or tests for 
purity but are provided primarily as information for those who use, 
prepare, and dispense drugs and/or related articles. Only where a 
quantitative solubility test is given, and is designated as such, is it a 
test for purity. 

The approximate solubilities of Pharmacopeial substances are 
indicated by the descriptive terms in the accompanying table. 



Parts of Solvent 
Required for 

Descriptive Term 1 Part of Solute 

Very soluble Less than 1 

Freely soluble From 1 to 10 

Soluble From 10 to 30 

Sparingly soluble From 30 to 100 

Slightly soluble From 100 to 1000 

Very slightly soluble From 1000 to 10,000 
Practically insoluble, or Insolu- Greater than or equal to 10.000 
ble 

Soluble Pharmacopeial articles, when brought into solution, may 
show traces of physical impurities, such as minute fragments of filter 
paper, fibers, and other particulate matter, unless limited or excluded 
by definite tests or other specifications in the individual monographs. 

Interchangeable Methods — Certain general chapters contain a 
statement that the text in question is harmonized with the 
corresponding text of the European Pharmacopoeia and/or the 
Japanese Pharmacopoeia and that these texts are interchangeable. 
Therefore, if a substance or preparation is found to comply with a 
requirement using an interchangeable method from one of these 
pharmacopeias, it should comply with the requirements of the United 
States Pharmacopeia. However, where a difference appears, or in the 
event of dispute, only the result obtained by the procedure given in 
this Pharmacopeia is conclusive. 



PRESCRIBING AND DISPENSING 

Prescriptions for compendial articles shall be written to state the 
quantity and/or strength desired in metric units unless otherwise 
indicated in the individual monograph (see also Units of Potency in 
these General Notices). If an amount is prescribed by any other 
system of measurement, only an amount that is the metric equivalent 
of the prescribed amount shall be dispensed. 



PRESERVATION, PACKAGING, STORAGE, AND LABELING 

Containers — The container is that which holds the article and is 
or may be in direct contact with the article. The immediate container 
is that which is in direct contact with the article at all times. The 
closure is a part of the container. 

Prior to being filled, the container should be clean. Special 
precautions and cleaning procedures may be necessary to ensure that 
each container is clean and that extraneous matter is not introduced 
into or onto the article. 

The container does not interact physically or chemically with the 
article placed in it so as to alter the strength, quality, or purity of the 
article beyond the official requirements. 

The Pharmacopeial requirements for the use of specified 
containers apply also to articles as packaged by the pharmacist or 
other dispenser, unless otherwise indicated in the individual 
monograph. 

Tamper-Evident Packaging — The container or individual carton 
of a sterile article intended for ophthalmic or otic use, except where 
extemporaneously compounded for immediate dispensing on 
prescription, shall be so sealed that the contents cannot be used 
without obvious destruction of the seal. 

Articles intended for sale without prescription are also required to 
comply with the tamper-evident packaging and labeling require- 
ments of the FDA where applicable. 

Preferably, the immediate container and/or the outer container or 
protective packaging used by a manufacturer or distributor for all 
dosage forms that are not specifically exempt is designed so as to 
show evidence of any tampering with the contents. 

Light-Resistant Container (see Light Transmission under 
Containers (661)) — A light-resistant container protects the contents 
from the effects of light by virtue of the specific properties of the 
material of which it is composed, including any coating applied to it. 
Alternatively, a clear and colorless or a translucent container may be 
made light-resistant by means of an opaque covering, in which case 



